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Food and Drug Administration, HHS § 3.5 

described in sections 505, 510(k), 513(f), 
515, or 520(g) or 520(l) of the act or sec-
tion 351 of the Public Health Service 
Act of data and information contained 
in any investigational new drug (IND) 
application, investigational device ex-
emption (IDE), new drug application 
(NDA), biologics license application, 
device premarket notification, device 
reclassification petition, and pre-
market approval application (PMA). 

(m) Primary mode of action is the sin-
gle mode of action of a combination 
product that provides the most impor-
tant therapeutic action of the com-
bination product. The most important 
therapeutic action is the mode of ac-
tion expected to make the greatest 
contribution to the overall intended 
therapeutic effects of the combination 
product. 

(n) Product means any article that 
contains any drug as defined in section 
201(g)(1) of the act; any device as de-
fined in section 201(h) of the act; or any 
biologic as defined in section 351(a) of 
the Public Health Service Act (42 
U.S.C. 262(a)). 

(o) Product jurisdiction officer is the 
person or persons responsible for desig-
nating the component of FDA with pri-
mary jurisdiction for the premarket re-
view and regulation of a combination 
product or any product requiring a ju-
risdictional designation under this 
part. 

(p) Sponsor means ‘‘applicant’’ (see 
§ 3.2(c)). 

[56 FR 58756, Nov. 21, 1991 as amended at 64 
FR 398, Jan. 5, 1999; 64 FR 56447, Oct. 20, 1999; 
68 FR 37077, June 23, 2003; 70 FR 49861, Aug. 
25, 2005] 

§ 3.3 Scope. 

This section applies to: 
(a) Any combination product, or 
(b) Any product where the agency 

component with primary jurisdiction is 
unclear or in dispute. 

§ 3.4 Designated agency component. 

(a) To designate the agency compo-
nent with primary jurisdiction for the 
premarket review and regulation of a 
combination product, the agency shall 
determine the primary mode of action 
of the product. Where the primary 
mode of action is that of: 

(1) A drug (other than a biological 
product), the agency component 
charged with premarket review of 
drugs shall have primary jurisdiction; 

(2) A device, the agency component 
charged with premarket review of de-
vices shall have primary jurisdiction; 

(3) A biological product, the agency 
component charged with premarket re-
view of biological products shall have 
primary jurisdiction. 

(b) In some situations, it is not pos-
sible to determine, with reasonable 
certainty, which one mode of action 
will provide a greater contribution 
than any other mode of action to the 
overall therapeutic effects of the com-
bination product. In such a case, the 
agency will assign the combination 
product to the agency component that 
regulates other combination products 
that present similar questions of safety 
and effectiveness with regard to the 
combination product as a whole. When 
there are no other combination prod-
ucts that present similar questions of 
safety and effectiveness with regard to 
the combination product as a whole, 
the agency will assign the combination 
product to the agency component with 
the most expertise related to the most 
significant safety and effectiveness 
questions presented by the combina-
tion product. 

(c) The designation of one agency 
component as having primary jurisdic-
tion for the premarket review and reg-
ulation of a combination product does 
not preclude consultations by that 
component with other agency compo-
nents or, in appropriate cases, the re-
quirement by FDA of separate applica-
tions. 

[56 FR 58756, Nov. 21, 1991, as amended at 70 
FR 49861, Aug. 25, 2005] 

§ 3.5 Procedures for identifying the 
designated agency component. 

(a)(1) The Center for Biologics Eval-
uation and Research, the Center for 
Devices and Radiological Health, and 
the Center for Drug Evaluation and Re-
search have entered into agreements 
clarifying product jurisdictional issues. 
These guidance documents are on dis-
play in the Division of Dockets Man-
agement (HFA–305), Food and Drug Ad-
ministration, 5630 Fishers Lane, rm. 
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